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Document Processing Desk (APPL)
Office of Pesticide Programs (7504C)
U.S. Envitonmental Protection Agency
Room 226A, Crystal Mail #2

1921 Jeffersog Davis Highway
A-linglon, VAT 22202

Attn.; Dr. Janet Andersen, Difector, Biopesticides and Pollution Prevention Divisids- . .

Subject: Request for the Registration of the Plant-Incorporaled Protectan., Bacilizes
thuringiensis Cry2Ab Insect Control Protein, as Preduced in Corn (Zea mays
1.) and Cotton {Gossypium hirsuttom L.}

Dear Dr. Andersen:

Following US regulatory approvals, Monsanlo commercialized Botlgard® cotton (524-
478) and YicldGard® com {524-489) in 1996 and 1997, rcspectively. These two plant
protectant products produce the CrylAc and Cry1Ab proteins, respectively and have been
adopted broadly by growers beca e they provide effective protection - m the feeding of
lepidopteran insect pests.  Yieldt.ard com provides control of the European com borers
and com earworms, while Bollgard cotlon provides control of tobacco budworms, pink
bollworms and cotton bollworms. Growers typiczally apply significantly less inseclicide ta
control these pesis. realize higher yields, and achieve greater profitahility using these
improved varelies, as compared to conventional products.

Gianessi and Carpenter estimated that in 1998 tw o million acres of com were treated with
insecticides to control the Europcan cormn borer. compared 10 3.5 million acres in 1995,
the ycar prior to the introduction of the first B.7. com hybrids. This difference represents
a reduction of approximately 600,000 pounds of insecticide active ingredient. In cotton,
the same authors estimated that the planting of Bollgard varieties reduced insecticide
applications by 2 million paunds of insecticides in 1998 alone, compared to the last year
prior to the introduction of Bollgard, 1995. For these and other reasons, more ‘than 4.1
million acres of Bollgard and 18 million acres of YieldGard were planted in 1999, or
more than 31% of the total cotion and 12% of the total com acreage, respectively.

Monsanto Company is now requesting the registration of the Bacillus thuringiensis
subspecies kurstaki (B.r.k) Cry2Ab protein and the genetic marcrial necessary for its
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Plant-Incorporated Protectant Active Ingredient

End Use Product

Cry2Ab Protein - - Expressed in Corn Plants

Active Ingredient:

Buacillus thuringiensis Cry2Ab protein and the genetic matenial

peccssary for its praduction in com

Inert Ingredients:

* Percentage of whoie plant on a dry weight basis

CAUTION

KEEP OUT OF THE REACH F CHILDREN

Precautionary Statements

EPA REGISTRATION NUMBER 524 - / /=7

EPA ESTABLISHMENT NUMBER 524-MO-002

Monsante Company

700 Chesterfield Parkway North

St. Louis, Missoun 63198

Directions for Use

0.001 - 0.01%

99.99 - 99.999%

It is a violation of Federal law to use this product in any manner tnconsistent with its

labeiing.

Corn has been transfor

:d to express the Bacillus thuringiensis Cry2Ab delta-cndotoxin

protein for the control or suppression of the following corn lepidopteran insect pests:

Europeun Comn Borer
Southwestern Com Borer

Tobacco Budworm
Cormn Earworm
Cahbage Looper

Saltmarsh Caterpillar
Cotion Leaf Pertorator

Sovbeuan Looper
Bect Armyworm
Fall Armyworm

Yellowstriped Armyworm

MONSANTO 9. &E

Ostrinie nubtlalis

Heltothis virescens
Helicoverpa zea
Trichoplusia ni
Lstigmene acred

Diatraea grandiosella

Buceulatrix thurberielia
Pseudoplusia includens

Spodoprera exigua

Spodo - ra frugiperda

Page 53 of 70

Spodoptera orithogd ™

61



62






64



65



66



67






69



70



7"



72



73



Section VL.
REGISTRATION REQUEST
RESIDUE DATA
Monsanto hus requested an cxemption from the requirement of a tolerance for the Plant-
Incorporated Protectant, Cry2Ab. based on the mammalian safety (Petition PP 7F4888)
and therefore requests that the requirements lor residue data be waived for this product,

Analytical methods for the detection and meusurement of the Cry2Ab protein are
therefore not necessary.
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